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An Unit 1645 




Applicanoi/No. 10/072,722 

i 

Filed: Febroaiy S, 2002 

For COMPOSITIONS AND METHODS FOR 
DETECTING ADUtT TAENIA SOUUM 
Examinor: PadmaBaskar 

Date; June 17, 2003 

COMMISSIONER FOR PATENTS 
P.O. BOX 1450 

ALEXANDRIA, VA 22313-14S0 



X. We, View C. W, Tsang. PIuD., PaOficU P. WiBdns, PliJ>. an4 James C. Allan, PJuD. 
act co-inventors named in iht above-ieferenced patent ^licaticui, i.e. United States Ajqilication 
No. 10/072/722 (herein the *722 application). 

2. We have lead and undetstaiid die a))ove-refisrencedpaimq>pUcatiQn.includii^ 
pending claims, and tiie Office action dated March 25, 2003. We understand that die claims 
pending in the i»esm implication have been rejected in view of the Ko and Ng publication (J. 
Helmintbology. 72:147>54, 1998). We understand that ihe Ko and Ng publication has been ciied 
as allegedly anncipaong (or rendering obvious) pending claims 1-7 and 21-25 of the above- 
referenced patent implication. 

3. The Ko and Ng publication published in June 1998. We, the inventors named on the 
'722 plication, invented the subject maner of the claims pending in the '722 application prior 
to June 1998. This is evidenced by ourpublication of an abstract in December 1997 that 
disclosed that we were "developing a serologic assay using excretory/secretory (TS/ES) antigens 
of adult T. solhm t^ieworras to identify adult tapewoim carriers." (Wiikins et aJ., Annual 
meeting of American Society of lYopical Medicine and Hygiene, Lake Buena Vista, FL (USA), 
December 7-U. 1997). 
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4. AcconqiansingtliisdecIaratiimasExluliif Ate 

provided by Fymninfr Baslcar. Tbe absbaa discloses diiee unmunogemc T. solium 
exoBWry/secretoiy peptides (33 kDa. 38 kDa, and 42 kDa), tint we« isolated fiom T. solium 
adult worms. The abstract concludes diat these isolated proteins can be used to diagnose 7. 
solitan xspewom earners. 

5. We hereby declare tiiat all statements made herem of our mum lnvwiyl^£« ^y*. ^ 
ibat all statemous made on infmmation and belief are believed to be tme; and funber that these 
statements were made with Ifae knowledge dut willfiil false sinMmgntg an^ y> ff> Hr t"* 

pimidiable by fine or in^risonmcut, or both, under 18 U.S.C. § lOOU and tbat sucb wi^ 
staionenis may jeopardize ibe validity of ibe ^Ucsiion or my patent issued thereon. 



Victor Tsang, PhX». ]>8ie 





PairiciaP.WilIcin5.PbJ>. 



Date 



James C. Allan. PhJ^. 



Date 
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IN IHE UNTTED STATES PATENT AND TRADEMARK OFFICE 



Application No. 10A>72;,722 
Filed! Febniory S, 20Q2 

For: COMPOSmONS AND METHODS FOR 
DETECTING ADULT TAENIA SOLIUM 
Examiner: PadnmBaslcar 

Date: June 1 7» 2003 

COMMISSIONER FOR PATENTS 
P.O.BOX 1450 

ALEXANDRIA, VA 22313-1450 



1. We, Vicstor W. Tsang, PliJ5., Patricia P. WiIIdns» PhJ>. and James C. Allan, Ph.D. 
are co-inventoia named in the abDve-referenced patent plication, i.e. Utiited Stales Application 
No. 10/072/722 (herein the ^722 applicadon). 

2. We have read and und^stand the above-referenced patent applicatiaEu including the 
pending claims» and die Office action dated Match 25, 2003. We understand that the claims 
pending in the present ^plication have been rejected in view of the Ko and Ng publication (J. 
Hehninthology, 72: 147-54» 1998). We undeistand that the Ko and Ng publication has been cited 
as allegedly anticipating (or rendering obvious) pending claims 1-7 and 21-25 of the above- 
referenced patent a[ipUcation* 

3. The Ko and Ng piiblicaticxn published in June 1 998* We, the inventors named on the 
'722 application, invented Ihe subject matter of the claims pending in Uxc '722 ^phcation prior 
to June 1998. This is evidenced by our publication of an abstcact in December 1997 that 
disclosed that we were '^developing a serologic assay using excretory/secTBtory (TS/ES) antigens 
of aduh Z solium t^iewonns to identify adtdt tapeworm carriers.'* (WiUdns et al. Annual 



meeting of American Society of Itopical Medicine and Hygiaie> Lake Buena Vista, FL (USA), 
December 7*11, 1997). 
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4« A'? r-ftynp <»ny^g rfflelaratim ftft Exhibit A is a copy of ifae Wilkins et oL absttact, 
provided by Bxaxmaer Baakar. The abstract disclose three inummogemc T. solium 
mit;x^toity/6ecttbary peptides (33 KDa, 38 kDa, and 42 kDa), that were isolated from 71 solium 
adultwonns. The abstiactooxiohides that these isolated proton 
solium tapewoaa caniets. 

5. We hereby declare that all statements made herein of cm own knowledge are true and 
diat all statements made on information and belief are believed to be true; and further that these 
statements were made with the knowledge diat wjllfal false statements and the like so made are 
punishable by ffaae or inqirisonment, or both, under 18 U.S.C. § 1001> and that such willfiil £edsc 
statements may jeopardize ttie validity of the application or any patent issued thereon. 



Victor Tsan&FhJD. Date 



Patdda P. Wilkins, Ph«D. Date 





James C Allan* Fh.D, 



Dote 
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IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 
^' In re AppKcation of: Tsang et al. Art Unit: 1645 

Application No. 10/072.722 
Filed: February 5, 2002 

For COMPOSITIONS AND METHODS FOR 
DETECTING ADULT TAENIA SOLIUM 
Examiner. PadmaBaskar 

Date: June 17, 2003 

COMMISSIONER FOR PATENTS 
P.O. BOX 1450 

ALEXANDRIA, VA 22313-1450 

DECLARATION UNDER 37 C.FJR. § 1.132 

1. Wc, Victor C. W. Tsang, PhX).. Patricia P. Wilkins. PhD. and James C. Allan, Ph.D. 
are co-inventois named in the above-referenced patent application. 

2. We have read and understand the above-referenced patent application, including the 
pending claims, and the Office action dated March 25, 2003. 

3. The invration disclosed in the above-ieferenced patent appUcation has an important 
role in stopping transmission of taeniasis and cysticercosis, the adult and larval forms of T. 
solium infection, respectively. The adult-specific T. solium excretory/secretory polypeptides 
disclosed in the appUcation allow one to distinguish between Uirval and adult mfections, and 
identify those patients having an aduU infection. Carriers of fte adult worm may be 
asymptomatic yet continue to pass eggs in their feces, thus continuing tiie life cycle of T. solium. 
Identification of adult worm carriers aUows tiiosc patients to be treated, thus stopping 
transmission of taraiiasis and cysticercosis. 

4. It is our understanding that in Paragraph 8 of ti»e Office action of March 25, 2003, 
claims 1-7 and 21-25, which concerns compositions and kits that include a T. solium 
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excretory/secretory peptide, were rejected as anticipated by Wilkins et al. (Annual meeting of 
American Society of Tropical Medicine and Hygiene, Lake Buena Vista, FL (USA). December 
7-1 1, 1997). That document discloses subject matto: derived from the inventors. The other co- 
authors of the document (M. Acosta, M. Verastegui, H. H. Garcia, and R. H. Oilman) are not co- 
inventors of the subject matter claimed in the above-referenced application, and were merely 
involved in carrying out assignments and work under the supervision and direction of the 
invwitors. The non-inventor co-authors were merely Usted as co-au&ors of the document to 
recrave credit for having collaborated in the research program under our direction. 



5. It is our understanding that in Paragraph 9 of the Office action of March 25, 2003, 
claims 1 and 21-25, which concern compositions and kits tfiat include a T. solium 
excretory/secretory peptide, were rqected as anticipated by McMamis (Papua New Guinea Med. 
J. 38:287-94, 1995). That document discloses an assay that uses antigens obtained from T. 
solium cysts to detect cysticercosis, the larval form of J. solium infection. In contrast, our 
invention is directed to compositions that include otAJr-specific excretory/secretory T. solium 
antigens, not cysrtc antigens, which can be used to identify patients having the adult form of the 
disease. Cystic antigens are those obtained from a cyst homogenate. In contrast, 
excretory/secretory antigens are obtained by growing the whole worm in a media, allowing the 
wonn to exaete/secrete antigens into tbs media, removing the whole worms, and collecting the 
antigens that were excreted/secreted into the media. Therefore, our arfuft-specific 
excretory/secretory T. solium antigens are not disclosed by flie larval-specific cystic T. solium 
antigens disclosed in McManus. 
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6. We hereby declare that all statements made herein of our own knowledge are true and 
that aU statements made on information and beUef are beUevedto be true; and fiiriher that these 
statements were made with the knowledge that wiUful false statements and the like so made are 
punishable by fine or imprisomnent. or both, under 18 U.S.C. § 1001. and that such wiUful fidse 
statements may jeopardize the validity of the iqiplication or any patent issued thereon. 



Victor Tsang,Ph.D. 



Patricia P. Wilkins, Ph.D. 



Date 



James C. Allan, Ph.D. 



Date 
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IN THe UNITS) STATES PATENT AND TRADEMARK OFFICE 



lare^pUcanoiof: Tsangetal. 



An Unit: 1645 



AppUcationNo. 10^072.722 
Filed: Febn»ary 5, 2002 

For COMPOSITIONS AND METHODS FOR 
DETECTING ADULT TAENIA SOUUM 
ExamiTi cr ' PadmaBdskdr 

Date: Juue 17, 2003 

COMMISSIONER FOR PATENTS 
P.O. BOX 1450 

ALEXANDRIA, VA 22313-1450 



h We, Victor C W. Tsang, PhXJ-, Patricia P. Wilkijis, PhJ), and James C. Allan, Ph,D. 
are co-inventors named in ibt above-referenced patent application. 

2. We have read and undeisiand tbe above-referenced patent ^plication, including tbe 
pending claims, and tbe 0£&ce action d^ied March 25, 2003. 

3. Tbe invennoa disclosed in tbe above-referenced patent application has an important 
role in stopping transmission of taeoiasis and cysticercosis, the adult and larval fbnns of T, 
solium infection, respectively. The adult-jq>ecific T. solium excretory/secretory polypeptides 
disclosed in the application allow one tp distinguisb between larval and adult infections, and 
identify tbose patients having an adult infection. Carriers oftbe adult worm may be 
asymptomatic yet continue to pass eggs in their feces, thus continuing the life cycle of 71 solium. 
Identification of ad\ilt woim earners allows those patients to be treated, thus stopping 
transmission of taeniasis and cysticercosis. 

4. It is our understanding that ip Paragraph 8 of tbe Ofigce action of March 25, 2003, 
claims 1-7 and 21-25, which concerns compositions and kits that include a Z solium 
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excretory/secretory peptide, were rejected as mticipaied by Wilkms er al (Amual meeting of 
American Society of Tropical Medicine and Hygiene, take Buena Visia, FL (USA), December 
7-11,1997), Thai document disctosessubjeci mailer derived fit)m the i^^ The other co- 
andiors of the document (M. Acosia, M. Verastegui, H. H. Garcia, and It H. Oilman) are not co- 
inventors of the subject matter claimed in the above-referenced ^plication, and were merely 
involved in carrying out assigmnents and work under the supervision and direction of the 
inventors. The non-invenior co-authors were merely listed as co-authors of the docinnent to 
receive credit for having collaborated in the research program under our direction. 

S. It is our undeistanding that in Paragc^h 9 of the OfiSce action of March 25, 2003, 
claims 1 and 21-25, which coocem compositions aod kits dial include a Z solmm 
excretory/secretory peptide, were rejected as anticipated by McManus (Papua New Guinea Med. 
X 38:287-94, 1995). Hiat document discloses an assay that uses antigens obtained fiom T 
solium cysts to detect cysticercosis, die larval form of T. solium infection. In contrast, our 
invenrion is directed to conxpositions that include a<Ai/r-^eciSc excretory/secreiory T, solium 
antigens, not cystic antigens, in^ch can be used to identify patients having the adidt foim of die 
disease. Cystic antigens are those obtained fiom a cyst homogenate. In contrast, 
excretory/secretory antigens are obtained by growing the whole worm in a media, allowing the 
worm to excrete/secrete antigens into the media, removing the whole worms, and collecting the 
antigens that were excreted/secreted into the media. Therefore, our a<fe/r-specific 
excretory/secreiory Z solium antigens are not disclosed by the larval-specific cystic solium 
antigens disclosea in McManus. 
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6, We hereby declare tiiat all statemaus made herein of our own knowledge aare true and 
that all statements made on information and belief are believed to be true; and fiirtiier that these 
statements were made with the knowledge that willfid false statements and the like so made are 
punishable by fine or impnscmmeat, or both, under 18 U.S.C. § I001» and that such wilUul false 
statements may jeopardize the validity of die iq)pticaiion or any patent issued themm. 



Victor Tsang, Pb.D. Date 





Patricia P- WiUdns, Ph-D- 



Date 



James C- Allan. Ph-D. 



Date 
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